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Siemens Medical Solutions USA, Inc. ~ ACUSON Sequoia™ Ultrasound System
Ultrasound Division SEP 2 2 2005 Special 510(k) Submission

SECTION 11

510(k) Summary of Safety and Effectiveness

Sponsor: Siemens Medical Solutions USA, Inc., Ultrasound Division
1230 Shorebird Way
P.O. Box 7393

Mountain View, California 94039-7393

Contact Person: Iskra Mrakovic
Manager, Regulatory Affairs
Telephone:  (650) 694-5004
Fax: (650)943-7053

Submission Date: September 1, 2005

Device Name: Sequoia Diagnostic Ultrasound System
Common Name: Diagnostic Ultrasound System with Accessories
Classification:

Regulatory Class: 11
Review Category: Tier II
Classification Panel: Radiology

21 CFR 892.1550

R # Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550  90-IYN
Ultrasonic Pulsed Echo Imaging System 892.1560  90-IYO
Diagnostic Ultrasound Transducer 892.1570  90-ITX
Diagnostic Intravascular Catheter 870.1200  90-DQO

Predicate Device:

e #K051139 (May 13, 2005) cleared as ACUSON Sequoia™ Diagnostic Ultrasound
System.
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ulirasound System
Ultrasound Division Special 510(k) Submission

Device Description:

The Sequoia system is a multi-purpose diagnostic ultrasound system with accessories
and proprietary software, and is substantially equivalent to our current product that is
already cleared for USA distribution under the following 510(k) PreMarket Notification
number:

e #KO051139 (May 13, 2005) cleared as ACUSON Sequoia™ Diagnostic Ultrasound
System.

The Sequoia Diagnostic Ultrasound System has been designed to conform to the
following product safety standards:.

e UL 2601-1, Safety Requirements for Medical Equipment

e CSA (22.2 No. 601-1, Safety Requirements for Medical Equipment

o ATUM/NEMA UD-2, 1998, Acoustic Qutput Measurement Standard for Diagnostic
Ultrasound

e AIUM/NEMA UD-3, 1998, Standard for Real Time Display of Thermal and
Mechanical Acoustic Output Indices on Diagnostic Ultrasound Equipment

o 93/42/EEC Medical Device Directive

e Safety and EMC Requirements for Medical Equipment

+ EN 60601-1
e EN 60601-1-1
¢ EN 60601-1-2

e ISO 10993 Biocompatibility

e The system’s acoustic output is in accordance with ALARA principle (as low as
reasonably achievable)

Intended Use:

The Sequoia platform is intended for use in the following applications:

General Imaging and Cardiology for Fetal, Abdominal, Intraoperative (abdominal and
neurological), Pediatrics, Small Organs (breast, testes, thyroid, penis and prostate),
Neonatal/Adult Cephalic, Cardiac (adult, pediatric, and neonatal), Trans-esophageal,
Transrectal, Transvaginal, Peripheral Vessel, and Musculo-sceletal (superficial and

conventional) applications, and intended uses as defined in the FDA guidance document.

The system also provides for the measurement of anatomical structures and for
analysis packages that provide information that is used for clinical diagnosis purposes.
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Sicmens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound Systern
Ultrasound Division Special 510(k) Submission

Technological Comparison to Predicate Device:

The Sequoia is substantially equivalent in its technologies and functionality to the
Sequoia Diagnostic Ultrasound System that is already cleared under 510(k) premarket

notification number K051139.

The Sequoia functions in the same manner as other diagnostic ultrasound systems, in
that they transmit ultrasonic energy into the body via a transducer. In the body, acoustic
impedance of different tissues reflect different amounts of ultrasound energy back to the
transducer, where post processing of received echoes is performed to generate two-
dimensional on-screen images of anatomic structures and fluid flow within the body.
Doppler principles are used to process reflected ultrasound energy to display moving
blood as a spectrum, or as colorcoded two-dimensional images. All predicate devices
listed above, allow for specialized measurements of structures and flow, and provide

various calculations’ functions.

Remaining of the page left blank intentionally.
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. Food and Drug Administration
SEP 2 2 2005 9200 Corporate Boulevard
Rockville MD 20850

Mr. Iskra Mrakovic¢

Manager, Regulatory Affairs
Siemens Medical Solutions USA, Inc.
1230 Shorebird Way

P.O. Box 7393

MOUNTAIN VIEW CA 94039-7393

Re: K052410
- Trade Name: Sequoia™ Ultrasound System
Regulation Number: 21 CFR 892.1550, 21 CFR 892.1560, and 21 CFR 892.1570
Regulation Name: Ultrasonic pulsed doppler imaging system
Ultrasound pulsed echo imaging system
Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: TYN, I1YO, and ITX
Dated: September 1, 2005
Received: September 2, 2005

Dear Mr. Mrakovi¢:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Sequoia™ Ulirasound System, as described in your premarket notification:

Transducer Model Number

4Cl1 EV8C4
€2 6L3
6C2 8LS
8C4 8L5T

EC10c¢5 ' 131.55P



Page 2 - Mr. Mrakovi¢

1518 7V3c
15L8w 8V3
V5M TEE 8V5
VIM TEE 10v4
V7B TEE AUX CW
3V2ce AcuNav (IC10V5 or 10F) Ultrasound
4V1 Catheter
4Vl1c AcuNav 8T Ultrasound Catheter
4V2 _ Apolio
5V2c

If your device is classified (see above) into either class I (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
fevels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market. ‘
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 63 8-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

if you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

~ Sincerely yours,

Gl B, Lypn

Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation
_ Center for Devices and Radiological Health

Enclosure(s)



Siemens Medica! Solutions USA, inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special S10(k) Subnussion

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: Sequoia™ Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A |B[M]|PWD | CWD | Color Power Color Combined Harmaonic
Doppler | (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic
Fetal P|P p P P p p* P
Abdominal Pl P P P P P p* P
Intraoperative Pl P P P P P pP* P
Abdominal
Intraoperative gl P P P P P p* P
Neurological
Pediatric P| P P P P P p* P
Small Organ PI P P P P P p* P
(spocil'y)‘ *
Neonatal Cephalic PP P p p P P P
Adult Cephalic PP P P P P p* P
Cardiac Pl P P P P P p* P
Trans-csophageal Pl P P 3 P P P* P
Transrectal Py P P P P P p* P
Transvaginal P| P P P P P P P
Transurethral

| Intravascular
Peripheral Vessel Pl P P P P P pP* P
Laparoscopic
Musculo-skeletal P| P P P P P p* P
(Conventional)
Musculo-skeletal P| P P P P P p* P
(Superficial)
Other (specify)*** P| P P P P P P* ?

=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#KO02807, #K99263 1, #K992580, #K973767, #K935595/51.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Calor Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE
**cmall organs (breast, testes, thyroid, penis)

**+*negnatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cancurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Lol

Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number HOE 2440
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:

Intended Use:

4C1

ACUSON Seguoia™ Ultrasound System
Special S10(k) Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

M [ PpWD | CWD | Color Power Color
Doppler | (Amplitude) Velocity
Dappler Imaging

Combined
(Specify}

Harmonic
Imaging

Ophthalmic

Fetal

P P P P P

p*

Abdominal

P P P P P

P*

Intraoperaiive
Abdominal

Intraoperative
Neurological

Pediatric

Pt

o

Small Organ
(specify)**

Pt—

Neonatal Cephalic

Adult Cephalic
Cardiac

p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

P*

laparoscopic

Musculo-skeletal
(Conventional)

Muscule-skeletal

(Superficial}

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567, and

#K002807.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**gmall orpans (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE)

Presription Use (Pey 21 CFR 801.109)

{Division Sign-0Off)
Division of Reproductive, Abdominal,

and Radiological Devices %
OS24

510¢{k) Number

Diagnostic Ultrasound Indications for Usc Form
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Siemens Medical Solutions USA, inc. ACUSON Scquoia™ Ulirasound S_ysl‘cm
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 5C2

Intended Use: Ultcasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A | B M][PWD | CWD § Color Power Color Combined Harmonic
Doppler | {Amplitude} Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal PLP P P P P P P

Abdominal Pl P P P P P p* P

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric P{ P P P P P P* P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac Pl P P P P P p* P

Trans-csophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P | P P P p* P

Laparoscopic

Musculo-skeletal
{Conventional)

Musculo-skeletal

(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051 139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:

+Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-0ff)
Division of Reproductive, Abdominal,

and Radiological Devices %
510(k) Number W /0

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 3 of 29




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ulirasound System
Ultrasound Division Special S10(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 6C2

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A 1B |M]|PWD | CWD | Celor Power Color Combined Harmonic
Doppler | (Amplitude) Velocity | (Specifly) Imaging

Doppler Imaging

Ophthaimic

Fetal PiP P P P P P*

Abdominal P P P*

-
ja-]
~
-

-l

Intraoperative P| P P P P P p*
Abdominal

Trtraoperative P| P P P P P P
Neurological

Pediatric P P*

-
-~
—~
-}
o~

Small Organ Py P P P P p p*
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac PLP 3 3 P P p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel P| P P P P P P

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567, and
#K002807.

Additional Comments:

«Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**gmall organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
Zm;/ 4 é#mv\_—

{Division Sign-Off)
Divisioni of Reproductive, Abdominat,

and Radiological Devices E ;2 E 2;2
510k} Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg 4 0of 29




Siemens Medical Solations USA. inc.

Ultrasound Division

510(k) Number (if known}:

Device Name:

Intended Use:

8C4

Diagnostic Ultrasound Indications for Use Form

ACUSON Sequoia™ Ultrasound System
Special 510k} Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

B|M]PwWD | CWD | Color
Doppler

Power
(Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specily)

Harmonic
Emaging

Ophthalmic

Fetal

P

P*

Abdominal

-]
~
-]
-]
L)

P

Pt

-

Intracperative
Abdominal

P

P*

Intcaoperative
Neurological

=

Pediatric

p*

Small Organ
(spoci fy) wx

Neonatat Cephalic

Adult Cephalic

Cardiac

P‘

Trans-csophageal

Transrectal

Transvaginal

Transurccthral

Intravascular

Peripheral Vessel

p*

Laparoscopic

Musculo-skeletal
{Conventional}

Musculo-skeletat
(Superficial)

Onher (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B +PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M-+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuirence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescription Use (Per 21 CFR 801.109)

Gt 0 Loy

{Division Sign-Off} i 4

Division of Reproductive, Abdominal,

and Radiological Devices
510(k}) Number _ __M

Diagnostic Ultrasound Indications for Use Form

Pg. 5 of 29




Siemens Medical Solutions USA, Inc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:

Intended Use:

ACUSON Sequoia™ Ultrasound System

EC10c5

Special S10(k) Submission

Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A

B | M| PWD

CWD | Color Power Color
Doppler | (Amplitude) Velocity
Doppler Imaging

Combined
(Specify)

Harmonic
Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

-
-]
a~]

Pt

Transvaginal

pP*

Transurcthral

{ntravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal

(Superficial)

Other (specify)

P=previousty cleared by the FDA under premarket notifications #K051139, #KO041319, #K032114, #K022567, and

#K002807.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescription Use (Per 21 CFR 801.109)

{Division Sign-0Off} M
Division of Reproductive, Abdominal,

and Radiologi
510(k) Number

cal Devices 522 ‘.._. 2 :2

Diagnostic Ultrasound Indications for Use Form

Pg. 6ol 29




Siemens Medical Solutions USA, Inc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name:

Intended Use:

EV8C4

ACUSON Sequoia™ Ultrasound System

Special 510(k) Submission

Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A

M | PWD | CWD

Color
Doppler

Power Color
{Amplitude) Velocity
Doppler Imaging

Combined
(Specily)

Harmodaic

Imaging

Ophthalmic

Fetal

-]
-
a1

P

P!

Abdominal

p

p*

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-csophageal

Transrectal

Transvaginal

P*

Transurethral

Intravascular

| Pexipheral Vessel

Laparoscopic

Musculo-skeletat
{Conventional)

Musculo-skeletal
{Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,

#K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Colot Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescription Use (Per 21 CFR 801.109)

%,:,/ A

{Division Sign-Off)

Division of Reproductive,
and Radiclogica! Devices

510(k) Number

52t

Diagnostic Ultrasound Indications foc Use Form

Pg. 7 0f29




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagneostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 6L3

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A |B|M][PWD | CWD [ Color Power Color Combined Harmeonic
Doppler | (Amplitude) Velocity | (Specify) Imaging
Doppler {maging

Ophthalmic

Fetal gl P P P P P p* P

Abdominal

Intragperative P| P P P P P P* P
Abdominal

Intraoperative P| P P P P P p* P
Neurological

Pediatric

Small Organ P|P P P P 3 p* P
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac Pl P P P P P . p* P

Trans-csophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P P P P P pP* P

Laparoscopic

Musculo-skeletal Pl P P P P P p* P
{Conventional)

Musculo-skeletal Pi P P P P P p* P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

++small organs (breast, festes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
" Concurrence of CDRH, Office of Device Evaluation (ODE)

{Division Sign-Off}
Division of Reproductive, Abdominal,

and Radiological Devices
and Radilogical Dovices /)52 (/')

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 8 of 29




Sicimens Medical Solutions USA, Inc. ACUSON Soquoiaf"- Ultrasound Syslfzm
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 8L.5

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B | M| PWD | CWD | Calor Power Color Combined Harmonic
Doppler | (Amplitude) Velocity | (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative Pl P P P P P p* P
Abdominal

Intraoperative PP P P P P p* P
Neurological

Pediatric

Small Organ P| P P P P P p* P
(specify)** .

Neonatal Cephalic

Adult Cephalic

Cardiac P| P P P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vessel PP P P P P p* P

Laparoscopic

Musculo-skeletal P| P p P P P P* P
(Conventional}

Musculo-skeletal P| P P p P P P* P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K002307, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**gmall organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
/

(Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiwological Devices %ﬁé" %
510k) Number 2. /&

Section 6 Diagnostic Ultrasound Indications for Use Form Pg.90f29




Siemens Medical Solutions USA, inc. ACUSON chuoia.TM Ultrasound S.ystf:m
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: SL5T

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A |B|M]|PWD | CWD | Calor Power Color Combined Harmonic
Doppler | (Amplitude) Velocity | (Specily} Imaging
Daoppler Imaging

Ophthalmic

Fetal

Abdominal

intraoperative P| P P p P P p* P
Abdominal

Intraoperative P| P P P P P pr P
Neurological

Pediatric Pl P P P P P p* p

Small Organ plP P P 2 P P P
(specify)**

Neaonatal Cephalic

Adult Cephalic

Cardiac P| P P P P P | P

Trans-¢sophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P P P P P p* P

Laparoscopic

Musculo-skeletal Pl P P P P | 4 p* P
(Conventional)

Musculo-skeletal P| P P P P P p* P
(Superficial} :

Orher (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K0413 19, #K032114, and #K022567.

Additional Comments:

*Combinations include; B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**gmall organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) .

Prescription Use {Per 21 CFR 801.109)

(Division Sign-0f) /7
Division of Reproductive, Abdominal, -

and Radiclogical Devices %—’2 % ;0
510{kj Number

T
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Siemens Medical Solutions USA, lnc. ACUSON Sequoia™ Ultrasound Systerm

Ultrasound Division
Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 13L5SP

Special 510¢k) Submission

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A IB|M]|PWD | CWD | Calor Power Color
Doppler | (Amplitude} Velocity
Dappler Imaging

Combined
(Specify)

Harmoniﬁ

Imaging

Ophithalmic

Fetal

Abdominal

Intraoperative P|P| P P P P
Abdominal

pP*

Intraoperative Pl P 3 P P P
Neurological

i

Pediatric P| P P P P P

p*

Small Organ PP P P P p
(specify)**

Pt

Neonatal Cephalic

Adult Cephalic

Cardiac Pl P P P P P

P‘

Trans-csophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vessel Pl P P P P P

P

Laparoscopic

Musculo-skeletal Pl P P P P P
(Conventional)

P‘

Musculo-skeletal Pl P P P P P
(Superficial)

Pt

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, and #K(022567.

Additional Comments:

«Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**gmall organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of Device Evaluation (ODE) _

Prescription Use (Per 21 CFR 801.109)

nyy

{Division Sign-Off) f/"””""\

Division of Reproductive, Abdominal, -

ara Radiolagical Devices K % /a
510{k) Number %Z

Section 6 Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc. ACUSON Sequora™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 15L8

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A [B][M]|PWD | CWD | Color Power Color Combined Harmonic
Doppler | (Amplitude) Velocity | (Specily) Imaging
Doppler Imaging

Ophthalmic

Fetal

Abdominal

fntraopecative PP P P P P P* P
Abdominal

Intraoperative Pl P P P P P p* P
Neurological

Pediatric PP P 3 P P p* p

Small Organ P| P P P P P p* P
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac P|P P P P P P P

Trans-csophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P P P P P P* P

Laparoscopic

Musculo-skeletal P| P P P P P p* P
(Conventional)

Musculo-skeletal Pl P P p P P p* P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Calor Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Dloni) o ooz

{Division Sign-Off)
Dwsian of Reproductive, Abdominal, -~

g?c& E’aﬂ:)::gb:ral Devices }/&5———2 }//(7
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Siemens Medical Sofutions USA, Inc. ACUSON Sequoia™ Ulirasound System

Ulirasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Special S10K) Submission

Device Name: 15L8w
Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:
Clinical Application A B |M]|PWD [ CWD | Color Power Color Combined Harmonic
Deppler | (Amplitude) Velocity | (Specify) Imaging
Doppler Imaging

Ophthalmic
Fetal Py P p P P P p* P
Abdominal PP P P P P P* P
Intraoperative p| P P P P P P* P
Abdominal
Intraoperative PP P P P P P* P
Neurological
Pediatric PP P P P P p* P
Small Organ P| P P P P P P P
(specify)**
Neonatat Cephalic
Adult Cephalic
Cardiac PP P P P P p* P
Trans-csophageal
Transrectal
Transvaginal
Transurethral

| Intravascular
Peripheral Vessel PP P P p P P* P
Laparoscopic
Musculo-skeletal P| P P P P p p* p
{Conveational)
Musculo-skeletal PP P P p P P* P
(Superficial)
Other (specify)

P=previously cleared by the FDA under premarket nolifications #K051139, #K041319, #K0321 14, #K022567,

#K002807, and #K973767.

Additional Comments:

*Combinatioas include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M4+ Color Doppler,

B+PWD+Calor Doppler, B+CWD+Color Doppler, B4Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BEL.OW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Cnid £ Lo
(Division Sign-0ff  /

Diwision of Reproductive,
ana Radiolngica! Devices
510{k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound S.ysl.cm
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: vsM TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A [B|M|PWD | CWD | Color Power Color Combined Harmeonic
Doppler (Amplitude) Velocity {Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal

Abdominal Py P P P P P P P

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatnc Pl P P P P P p* P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac PiP P P P P P* P

Trans-esophageal P| P P P P P p* P

Transrecial

Transvaginal

Transurethral

| Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052021, #K0511 39, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Dopoler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONT. INUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

p&/w(-/ oy

(Division Sign-Off)
Division of Reproductive,

s niogea Dovees ) 872G/ ()

Section 6 Diagnostic UltezSoind Tndications for Use Form Pg. 14 of 29




Siemens Medical Solutions USA, Inc.

Ultrasound Division

510(k) Number (if known):

Device Name:

Intended Use:

VIM TEE

Diagnostic Ultrasound Indications for Use Form

ACUSON Sequoia™ Ultrasound System
Special 5104k} Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application

B M]|PWD | CWD | Color
Doppler

Power
{Amplitude}
Doppler

Color
Velocity
Imaging

Combined
(Specily)

Harmonic
Imaging

Ophithalmic

Fetal

Abdominal

Pll

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

P*

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

P*

Trans-esophageal

P'

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional}

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, and #K022567.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Section 6

Concurrence of CDRH, Office of Device Evaluation (ODE) -

Prescription Use (Per 21 CFR 801.109)

Yz ys

(Division Sign-Off)

P L
/

Division of Reproductive, Abdominal,

ard Rathiological Devices
5 10{k; Number

COE2LO)

Diagnostic Ulirasound Indications for Use Form

Pg. 15029




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: V7B TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A 1B M|[pPwD { CWD | Color Power Color Combined Harmonic
Doppler | (Amplitude) Velocity (Specify) Imagiag
Doppler Imaging

Ophthalmic

Fetal

Abdominal P| P P P p P p* P

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric Pl P P P P P P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac Pl P P P P P p* P

Trans-esophageal P{P P P P P p* P

Transrectal

Transvaginal

Transurethral

Intravascular

| Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional}

Musculo-skeletal

(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, and #K022567.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) -

Prescription Use (Per 21 CFR 801.109)

QMI;{M

(Division Sign-Offf  /
Division of Reproductive, Abdominal,

and Qadinlogical Devices ;é/& |
H510(k) Number /%2

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 16 of 29




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ulivasound System
Ultrasound Division Special 510k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: IV2e

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application AIBIM]|PWD | CWD | Color Power Color Combined Harmonic
Doppler (Amplitude} Velocity | (Specify) Imaging
Dopgpler Imaging

Ophthalmic

Fetal PP P P P P P P

Abdominal pIF P P P P p* P

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric P|P P P P P P P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic PP P P P P p*

-

Cardiac PP P P P P p* P

Trans-csophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
{Conventional}

Musculo-skeletal
(Superficial)

Other (specify)™>* PiP| P P P P e P

P=previously cleared by the FDA under premarket notifications #K051139, #¥K041319, #K032114, and #K022567.

Additional Comments:

*Combinations include; B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Dopplert, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

***¥pegnatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) .

Prescription Use (Per 21 CFR 801.109)

i/t Lo

(Division Sign-Offf ¢

Division of Reproductive, wﬂﬁ ’

and Radiological Devices ZL/ a
1750 Number _ 6 /
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Siemiens Medical Sotutions USA. Inc.
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name:

Intended Use:

4V1

ACUSON Sequoia™ Ultrasound System
Special 510(k) Submission

Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A|B | M

PWD | CWD

Color
Doppler

Power

(Amplitude)
Daoppler

Color
Velocity
Imaging

Combined
(Specily)

Harmeonic
Imaging

Ophthalmic

Fetal P|P

P

p*

Abdominal PP

~
]

~

P

P*

-

Intraoperative PP
Abdominal

P

pP*

Intraoperative
Neurological

Pediatric P|P

P*

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac PP

p*

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel PP

P*

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial}

Other (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, and #K022567.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+Mx+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Dogppier,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONT INUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) _

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off}

Division of Reproductive, Abdominal,
and Radiological Devices

K10k} Number _

Section 6

524470

Diagnostic Ultrasound Indications for Use Form

Pg. 18 of 29




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound Systen
Ultrasound Division Special 510(k) Subemission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name;: 4Vlc

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A (B[M]|PWD | CWD | Color Power Color Combined Harmonic
Doppler {Amplitudc) Velocity | (Specily) Imaging
Doppler Imaging

Ophthalmic

Fetal P1 P P P p P p* P

Abdominal P|P P P P P*

-}
-

Intraopegative P| P P 4 P P p* P
Abdominal

Intraoperative P[P P P P P p* P
Neurological

Pediatric Pl P P P P P p* P

Small Organ
(specify)**

Neonata! Cephalic

Adult Cephalic P{ P P* P

la -]
-
o
-}

Cardiac Pl P P P P P pP* P

Trans-csophageal

Transrectal

Transvaginal

Transurethral

| Inravascular

Peripheral Vessel Pl P P P P P p* P

Laparoscopic

Musculo-skelegal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)*** F| P P P P P P P

P=previously cleared by the FDA under premarket notifications #K051139, #K041 319, #K032114, and #K022567

Additienal Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**#naonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) .

Prescription Use (Per 21 CFR 801.109)

ﬂﬁ/n‘/ % éz,mfr\ﬂ—
(Division Sign-Off) !/
Division of Reproductive,

and Radiological Devices ’Zgé(
510k} Number 0‘5 O

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 19 0f 29




Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ulirasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 4V?2

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B| M ] PWD | CWD Coalor Power Color Combined Harmonic

Doppler Imaging

Ophthalmic

Fetal L P P p P P*

Abdominal rplp P p P P p*

Intrzoperative
Abdominal

Intraoperative
Neurological

Pediatric p|P | P p P P*

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-csophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

Doppler (Amplitude) Velocity | (Specily) Imaging

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B-+M-+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

gﬁ«// ézﬁwh——«

(Division Sign-Off} {
Division of Reproductive, Abdominal,

ana Hadwlogicat Devices %/ W ’
510(k) Number %'2 0

Section 6 : Diagnostic Ulteasound Indications for Use Form Pg. 20 of 29



Siemens Medical Solutions USA, Inc, ACUSON Sequoia™ Ulirasound System
Ultrasound Division Special 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 5V2c

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A |BIM]|PwD | CWD | Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal P| P P P P P P* P

Abdominal P| P P P P P p* p

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric PiP P P P P p* P

Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac P| P P P P P p* P

Trans-esophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vessel Pl P P P p P p* P

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal

(Supexficial)

Other (specify)*** Pl P 3 P P P p* P

P=previously cleared by the FDA under premarket notifications #KO051139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:

«Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

***negnatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE}

Prescription Use (Per 21 CFR 801.109)

Shois i Lo

(Division Sign-Off) /
Dwaision of Reproductive, Abdominal, -

anad Radiological Devices S
510(k) Number /{{ éé_ Z O

Section 6 Diagnostic Uluasound Indications for-Use Forr Pg 21 of 29
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Siemens Medical Solutions USA, Inc. ACUSON chuoia."“ Ultrasound S.ys;lf:m
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 7V3c
Intended Use: . Ultrasound imaging or fluid flow analysis of the human
body as follows:
Clinical Application A (B M| PWD | CWD | Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging
Ophthalmic
Fetal P| P P P P P p* p
Abdominal Pl P P 3 P P p* P
Intraoperative pL P P p P P P* P
Abdominal
Intraoperative P| P P P P P p* P
Neurological
Pediatric P! P P P P P P P
Small Organ
(spocify)tt
Neonatal Cephalic PP P P P P P+ P
Adult Cephalic
Cardiac Py P P P P P P* P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel Pi P P P P p P* P
Laparoscopic
Musculo-skeletal
{Conventional)
Musculo-skeletal
(Superficial)
Other (specily)*** P| P P P P P P* P

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K 002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

*+*¥neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

s
i .y
(Division Sign-Off) /

Ssinn of Reproductive, Abdominal,

and Radwlogicat Devices i
510(K) Nombor /da/) /J{é/ ( )
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound System
Ultrasound Division Special $10(k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 8V3

Intended Use: Ultrasound imaging or fluid flow analysis of the human

body as follows:

Clinical Application A |[B[M]PWD | CWD | Color Power Color
Doppler (Amplitude) Velocity
Doppler Imaging

Combined
{Specify)

Harmonic
Imaging

Ophthalmic

Fetal Pl P P P P P

Pt

Abdominal Pl P p P P

~

P‘

-l

Intraoperative Pl P P P [ P
Abdominal

p*

Intraoperative P| P P P P P
Neurologicat

P‘

Pediatric Pl P P P | P

P*

Small Organ
(specify)™*

Neonatal Cephalic P| P P p P P

Pt

Adult Cephalic

Cardiac Pl P P P P P

pP*

Trans-csophageal

Transrectal

Transvaginal

Transucethral

1 Intravascular

Peripheral Vessel P[P P P P P

P*

Laparoscopic

Musculo-skeletal
{Conventional}

Musculo-skeletal

{Superficial}

Other (specifyy** Pl P P P P P

P*

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, and #K032114.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+Mx+t Color Doppler,

B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clanfy VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE) -

Prescription Use {Per 21 CFR 801.109)

QM@ /igf;w

(Division Sign-0Off) )

Myrnen of Reproductive. AMO"““BL___’

s Sadiological Devices Z 0
510{k) Number
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound S-yslcm
Ulteasound Division Special 510(k} Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 8V5

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A [ B[M]rwD | CWD | Color Power Coler Combined Harmouic
Doppler (Amplitude) Velecity | (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal Pl P P P P P P* P

Abdominal P| P P P P P

-
-

Ttraoperative P{P| P P P P P P
Abdominal

Intraoperative PP P P P P P P
Neurological

Pediatric Pl P P P P P p* P

Small Organ
{specily)**

Neonatal Cephalic P| P P P p P P* P

‘Adult Cephalic

Cardiac PP P P P P p* p

Trans-¢sophageal

Transrectal

Transvaginal

Transurethral

| Intravascular

Peripheral Vessel P| P P P 3 P p* P

Lapacoscopic

Musculo-skeletal
(Conveantional)

Musculo-skeletal

(Superficial)

Other (specifyy™* P[P P P P P P* P

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,
#K002807, and #K973767.

Additional Comments:

+*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Dappler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clanfy VE

**¥pegnatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-0f) 7/
Saiman of Beproductive, Abdominal,

anG Radiglogical Devices ;4/
510(k) Number AR o
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Siemens Medical Solutions USA, Inc. ACUSON Sequoia™ Ulirasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: 10v4

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A Bl M| PWD CWD | Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity | (Specify) Imaging
Doppler Imaging

Ophthalmic

Fetal P P p* P

ja ]
-
s -]
b

Abdominal P P p*

-]
-]
-]
-}
-]

Intraoperative P| P P P P P P* P
Abdominal

Intraoperative P| P P P P P p* P
Neurological

Pediatric P{ P P P P P p* P

Small Organ P[P P P P P P* P
(specify)**

Neonatal Cephalic Pl P p P p P p* P

Adutt Cephalic

Cardiac Pl P P P P P pP* P

Trans-¢sophageal

Transrectal

Transvaginal

Transurethral

] Intravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)*** Pl P P P P P p* P

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, and #K022567.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD-+Color Doppler, B+CWD+Color Doppler, B+Power Dappler,

B+MPower Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE
**small organs (breast, testes, thyroid, peais)

***peonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) -

Prescription Use (Per 21 CFR 801.109)

(Division Sign-0ff) < .
Division of Reproductive, Abdominal,

ana Radiologicat Devices ‘ / { Eé:/j/_)
510{k) Number . ——- & 2
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Sicmens Medical Solutions USA, Inc.

Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known}):

Device Name:

Intended Use:

AUX CW

ACUSON Sequoia™ Ultrasound System
Special $10(k) Submission

Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A

M | PWD | CWD

Color
Doppler

Power
(Amplitudc)
Doppler

Color
Velocity
Imaging

Combined
{Specity)

Harmonic
Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Smali Organ
{spocify)**

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-csophageal

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional}

Musculo-skeletal
{Superficial)

Orher (specify)

P=previously cleared by the FDA under premarket notifications #K051139, #K041319, #K032114, #K022567,

#K002807, and #K973767.

Additional Comments:

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Section 6

Prescription Use (Per 21 CFR 801.109)

.Qw:/% Lo g

(Division Sign-Off) J
Nunsion of Reproductive, Abdominal,

A Hadiological Devices

510{k} Number

RS 2410

St el s
Diagnostic Ultrasound Indications for Use Form
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Siemens Medical Solutions USA, Inc.
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name:
Transducer:

Indications for Use:

Sequoia Ultrasound System

AcuNav (IC10V5 or 10F) Ultrasound Catheter

ACUSON Sequoia™ Ultrusound Systemn

Special 510(k) Submission

The AcuNav™ Ultrasound Catheter is intended for intra-cardiac

and intra-luminal visualization of cardiac and great vessel

anatomy and physiology as well as visualization of other devices

in the heart.

Clinical Application A |BIM][PWD | CWD | Color

Doppler

Power
(Ampl

itude)

Doppler

Color
Velocity
Imaging

Combined
(Specify)

Harmonic
Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ
{specify)“‘*

Neonatal Cephalic

Adult Cephalic

Cardiac PL P

P*

Trans-esophageal

Transrectal

Transvaginal

Transurethrai

Intra-luminal Pl P

pt

Peripheral Vessel

Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other {Intra-Cardiac) P| P

p p P

P

P#

P=previously cleared by the FDA under premarket notifications #K051139, #K033650, #K033196, and #K992631.

Additional Comments:

+Combinations include: B+M, B+PWD, B+CWD, B+Color Daopoler, B+M+ Color Doppler,

B+PWD4+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler. B+PWD+Power Doppler, B+CWD+Power Dopgler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

escription Use (Per 21 CFR 801.109

Lt/ H,

[Division Sign-Off)
Doveunn of Reproductive, Abdominal,
and Radiclogical Devices

Ok} Number 7(&\5/& ¢/ 0

Diagnostic Ultrasound Indications for Use Form

51

Section 6
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Siemens Medical Solutions USA, Tnc.
Ultrasound Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name;
Transducer:

Indications for Use:

Sequoia Ultrasound System

AcuNav 8F Ultrasound Catheter

ACUSON Sequoia™ Ulirasound System
Special 510(k) Submission

The AcuNav™ Ultrasound Catheter is intended for intra-cardiac
and intra-luminal visualization of cardiac and great vessel
anatomy and physiology as well as visualization of other devices

in the heart.

Clinical Application A [B[M]PWD | CWD | Color Power

Doppler {Amplitude)
Doppler

Color
Velocity
Imaging

Combined
(Specify)

Harmenic
Imaging

Ophthalmic

Fetal

Abdomianal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Smali Organ
(specify)**

Neonatal Cephalic

Adult Cephalic

Cardiac PP

PII

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intra-luminal P{ P

P*

Peripheral Vessel

Laparoscopic

Musculo-skeledal
{Conventional)

Musculo-skeletal
(Superficial)

Other (Intra-Cardiac) P| P

P P P P

|

P=previously cleared by the FDA under premarket notifications #K051139, and #K042593.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B-+M+ Color Doppler,

B+PWD-+Color Doppler, B+CWD-+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Lo

Section ©

PI('CS iption e (Per 21 CFR 801.109
Pl m
Sign-0ff)

(Division .
in oo qQDdeUCﬁVe, Abdo Il'lﬂl.
ana Hadwlogical Devices
510(k) Number

Diagnostic Ultrasound Indications for Use Form
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Sicmens Medical Solutions USA, Inc. ACUSON Sequoia™ Ultrasound Sysiein
Ultrasound Division Special 510(k) Subnission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):
Device Name: Apollo

Indications for Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical AR M][PWD | CWD | Color Power Color Combined Other:
Application Doppler | (Amplitadc) Velocity {Specily) Harmonic
Daoppler Imaging Imaging

Other:
D

Other:
Real

3D

Ophthatmic

Fetal Pl P P P P P p* P

Abdominal p*

o
-]
~
ja~}
la~]
o
-

Intracperative P|P P P P P P* P
Abdominal

Intraoperative
Neurological

Pediatric PIP P P P P p* P

Small Organ
(specify)"'

Neonatal
Cephalic

Adult Cephalic

Cardiac Pl P p P P p* P

Trans-esophageal

Transcectal

Transvaginal

Transurethral

Intravascular

Peripheral Vessel Pl P P P P P p* P

Laparoscopic

Musculo-skeletal
(Conventional}

Musculo-skeletal

(Superficial)

Other P{P P P P p* P
(specify)***

P=previously cleared by the FDA under premarket notification #K051139,

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)
***paonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE}

Przjcription Use (Per 21 CFR 801.109

__M %z éﬂ/fh’r\f
(Division Sign-0ff) /
Division of Reproductive, Abdominal,

o Pt g‘cal DEVICQS/%‘ % .
510(kj ngb:ar 8 /0
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